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FNZ I~ ~ A T IC  T H E R A P Y  

I N T E G R A T I V E  T H E R A P E U T I C S  INC.” E N Z Y M A T I C  T H E R A P Y .  
NF  Fo rmu l as  +  Phy t oPha rm i c a  &  

Ty le r  Encapsu l a t i ons  o  V i ta l i ne  Fo rmu l as  P H Y T O P H A R M ICA’ 
~ ._I___ l _ ___ l _ ____  

9 7 5 5  S W  C o m m e r c e  Ci rc le,  Su i t e  8 2  8 2 5  Cha l l e nge r  Dr ive,  G r e e n  Bay ,  W I 5 4 3 11 - 8 3 2 8  
Wi isonv i l l e ,  O R  9 7 0 7 0  * 

P : 503 .582 .8386  4* F: 503 .582 .0467  
8  I. P .k920p4p9 .1  3 1 3  ,* F; 888 .570 .6460  (Enzymat i c )  

P : 920 .469 .9099  -3. F: 9 2 O : q 6 % 4 4 1 8  (Phy to )  

O cto b e r  2 2 ,2 0 0 4  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  &  
D ie ta ry  S u p p l e m e n ts, H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  App l i e d  N u tritio n  
F o o d  a n d  D r u g  A d m in ist rat ion 
5  1 0 0  P a int B r a n c h  Pa r kway  
Co l l e g e  Pa r k , M D  2 0 7 4 0  

R E : L a b e l  C la ims/D isc la imers  

D e a r  S ir o r  M a d a m : 

,‘ 

, : 

Th is  letter is to  n o tify y o u  th a t th e  fo l l ow i ng  p r o d u c t is M a n u fac tu red ,  P a c k e d , a n d /o r  D is t r ibu ted by  E n z y m a tic 
T h e r a p y , Inc. a t 8 2 5  Cha l l e n g e r  Dr ive,  G r e e n  B a y , W iscons in  5 4 3  1 1  h a s  a  l abe l  th a t c o n ta i ns  a  sta te m e n t p r o v i d e d  
by  sect ion  4 03 ( r ) ( 6 )  o f th e  Fede r a l  F o o d , D r u g  a n d  C o s m e tic Ac t. E n z y m a tic T h e r a p y , Inc. w ishes  to  ta k e  a d v a n ta g e  
o f th e  e x e m p tio n  to  sect ion  201 (g ) ( l ) (C )  o f th e  act a n d  comp l y  wi th sect ion  4 03 ( r ) ( 6 )  o f th e  act. T h e s e  c la ims a r e  
n o t necessar i l y  fo r  a  p r o d u c t w e  cur rent ly  m a r k e t o r  p l a n  to  m a r k e t i n  th e  i m m e d i a te  fu tu r e , a n d  m a y  b e  exp lo ra to ry  
i n  n a tu r e . 

s u p p o r t h e a l thy  in test ina l  ca ro teno ids ) ,  P a u  D ’A r co  ba r k  ( T a b e b u i a  
fu n c tio n , h e a l thy  yeast  i m p e tig i nosa ) ,  Undecy l en i c  ac i d  ( as  ca lc i um 
b a l a n c e , a n d  o p tim u m  u ndecy l e n a te ) , Capry l i c  ac id,  L - G l u ta m ic ac i d  
g a s t ro intest ina l  eco logy.*  hyd roch l o r i de ,  G r a p e fruit s e e d  a n d  p u l p  extract (Ci r tus 

x pa rad is i ) ,  Rosema r y  ae r i a l  p a r ts a i l  (Rosma r i n us  
1  1  o fficina ls ) ,  T h y m e  ae r i a l  p a r ts o i l  ( T h u m u s  vu lga r i s )  

I cert ify th a t th e  i n fo rmat i on  c o n ta i n e d  i n  th is  n o tice  is c omp l e te  a n d  accu ra te  a n d  th a t E n z y m a tic T h e r a p y , Inc. h a s  
substan t ia t i on  th a t th e  sta te m e n ts a r e  t ru thml  a n d  n o t m is lead ing .  

By’ R o b e n *  
Tit le: S e n i o r  V ice P r e s i d e n t o f Scient i f ic A ffa i rs  

D a te  1  D /& L &  

If y o u  h a v e  a n y  q u e s tio n s , p l e a se  c o n tact R o b e r t Doster ,  S e n i o r  V ice P r e s i d e n t o f Scient i f ic A ffa i rs  a t 
( 9 2 0 )  4 0 6 - 3 6 0 8 . 

sbcp  p  * b e  

M ic ae l  P . Deve r e ux  
Ch i e f F i nanc ia l  O ffice r  


